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D e a r  S ir~ ~ a d a m  

G l a x u S m ~ th K l~ ~ ~ ~  a  r esea r ch - based  p h a ~ r n a ~ ~ ~ ti~ ~  c a m p a n y , is e n g a g e d  i n  th e  d iscove ry , 
d e v ~ l u ~ r n e ~ t, m a n u fac tu r es  a n d  sa fe  o f p h a ~ r n a ~ ~ u t~ ~ a l p r o duc ts. W e  w e l c ume  th e  ~ p ~ ~ ~ u ~ i t~  
to  s u bm i t c u m m ~ ~ ts a n  aspec ts o f th e  D r a ft G u i d ance . 

G e n e r a l  G a m m e n t: 

It is s u gges te d  th a t r a th e r  th a n  pub l i s h  a  s epa r a te  d u c ~ r n ~ ~ t th e  d e fin i tio n s  cuve r ed  i n  
th is  D r a ft G u i d ance  m i gh t b ~ 3  b & te r  pos i tio n e d  as  a n  u p d a te  to  th e  F E lA s ex is t ing 
G lossary  o f Te rms  fu r  C u m p u t~ r i sed  S yste m s  ~ ~ b ~ ~ s h ~ d  i n  1 9 9 5 . A  s i ng l e  sou rce  o f 
r &@ r e nu@  fu r  F D A  te ~ ~ n u ~ u g ~  w u u ld  avu i d  tlh u s e  sesk i ng  adv i ce  a n  te ~ m i n u l u g ~  h av i n g  
to  s e a t ~ 3 7  r n ~ ~ t~ ~ l~  F D A  g ~ i d ~ n u e  d o c u m e n ts. 

It is s u gges te d  th a t th e  d ~ fin i tju n  fu r  ~ ~ r n ~ ~ t~ r S yste m s  V a l i da tiu n  i n  S e c tio n  3  
~ ~ ~ fin i t~ u n s ~  shuu i d  n u t b r ; l im itr;d  tu  P a rt I? . C u m p u te r  v a ~ i d a t~ u ~  is n u t spec i fic to  P a rt 
I “f b u t r a th e r  a  g e ne r a l  c o ncep t b a s e d  u n  th e  p r ~ ~ u i p ~ ~  o f qua l i ty  a s swance . W e  
r w x m m e n d  a  d ~ fi~ it~ v ~  d e f~ n ~ tiu ~  b e  p r e p a r e d  fu r  a l l  fo o d , d r u g  a n d  c osme tic In d u s try 
sec ta rs . T h e  d e fin i tio n  u f c u m p u te r  system  va l i da tio n  s hou l d  emphas i s e  v a ~ j d a tiu n  
focus  u n  th e  c u m p u te r  a p ~ l~ ~ a t~ u n ~  th e  a d o p tio n  u f a  life  cys;b a p p r o a c h  ~ ~ n ~ l~ d ~ ~ g  
d e v ~ l u ~ r n ~ n t~  u ~ e ~ a tju ~  a n d  m a in t~ ~ a ~ u e ~  a n d  d ~ ~ u m r n i s s ~ u ~ ~ ~ g ~ ~  tes tin g  a ga i n s t p r e -  
d e te rm i nsd  s~eu j f~ u a tju ~ s ~  a n d  traceab i l i ty th r o u g h  d u c u m ~ ~ ta ~  ev i d ence . 

2 1  T h e  d ~ ~ ~ n ~ tiu ~  u f ~ l~ ~ t~ u ~ iu  R e ta r d  i n  S e c tio n  3  ‘~ ~ f~ ~ itiu ~ s ’ is a l l  e n c ompass i n g ; it 
i nc l udes  a l l  r aw  d a ta , a i l  te m ~ u ~ a ~ ~ tra ns i e n t d a ta , a n d  a l l  m & a - da ta  i n u ~ u d ~ n g  a ud i t 
tra i ls -  T h e  P a rt I I ~ ~ e a r n b l ~  makes  r e fe r e nce  to  p r ed i ca te  ru l es  w h e n  d e te rm i n i n g  //’ 
w h ich  e l ec tron i c  i n fu ~ m a t~ u n  cons titu tes  a n  E lec trun i c  Reco r d . It is s u gges te d  th a t th e  /i../ 
d ~ f~ ~ it~ u ~  o f ~ ~ ~ ~ t~ u n ~ ~  Reco r d  b e  r e fin e d  to  a ~ k ~ u w ~ ~ d g ~  th e  ru ls  o f p r ed i ca te  ru l es  

1 1  w h e n  ~ d ~ n tif~ ~ ~ g  e ~ ~ e tru n ~ u  reco rds  a n d  h s n u e  c lear ly  exc l ude  w h a t is o u tsid e  sto p @  / , \ \ such  as  t~ m ~ u r a ~ ~ tra n s i ~ n t d a ta . / 
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3) Since the issue uf this FDA Draft Guidanc:e a new edition af the EAMP Guide referred 
tu in Sectiun 4 ‘References’ has been published by ISPE. ~u~se~uent~~ it is suggested 
that the reference to GAMP3 ble updated with a reference to GAMF4. 

We a~pr~u~ate the up~u~~n~t~ to uumme~t. T’hank you fur your cunsid~ratjun. 

Dr Guy Wjngat~ 
Director, Giobai Computer Validation 


